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L. Name (give labeled strength & mft/labeler, if known)
#1 TYLENOL WITH CODEINE #3 TABLETS (ACETAMINOPNEN & CODEINE)

#2 LORTAB (ACETAMINOPKEN W/HYDROCODONE BITARTRATE)

of event: 53 Year(s)

e e e . N 2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
B. \dverse event ar product problem 3 TAB, 3 ORAL froete (0 brm caanes gi
1. {X] Adverse event and/or "] Product problem (e.g.. defects/malfunctions) " #1 Unknown
2. Outcomes attributed to adverse event o . ..
{check all that apply) dlﬂb,my #2 2 TAB, qd,Om _ #2 Unknown
D death ("] congenital anomaly 4. Diagnosis for use (indication) 5. Event abated after use
.  {motday/yr) {Jrequired intervention to prevent #1 back pain stopped or dose reduced
(] tite-threarening permanent impairmentdamage s1Jyes Xno [Jdoesnt
back pain apply
hospitalization - initial or prolonged [ ] other: 82
- - ¥2 Dyes m no Ddoem'(
T Dats of Dt of 6. Lot # (if known) 7. Exp. date (if known) apply
event 06/27/95 { thisreport 03/08/99 #1 UNK #1 UNK 8. Event reappeared after
(matdagrye) i [ imoidaylyr) 2 ONK PrgT™™ reintroduction
5. Describe event or probiem : n DY“‘ TJao RI dg;fn'z
A report from an attorney of a male patient who was 9. NDC#- for product problems only (if known) 3 y‘
hospitalized in JUN-95 with a diagnosis of acute renal NA #2 Dycs :]no adoelsm
ail itis, thro enj coaqylopa . PPly
co iver disease while taking TYLENOL with codeine 10. Concomitant medical products andtheragy dates (exclude veatment of event)
#) {acetaminophen with codeine}. The patient was discharged 1) CALAN (VERAPAMIL HYDROCHLORIDE Unknown
on 14-JUL-95. 2) HYTRIN (TERAZOSIN HYDROCHLORIDE) - Unknown

Pollow-up information received 22-Feb-99: Medical records
indicate a 53-year-old man, with a history of hypertension,
atherosclerotic coronary disease, chronic obstructive
pulmonary disease, chronic back pain due to a traumatic
lumbar vertebra fracture (1993) and chronic alcohol abuse
{3-4 six-packs every Priday and 1-6 beers on any given night

of the week) was hospitalized on 27-Jun-95 with shortness of I Contact office - name/address (& miring site for devices) 2. Phone number
breath, nausea, vomiting (vomitus black), diarrhea, black R. W. JOHNSON PHARM. RESEARCH INSTITUTE (908} 704-4600
stool, and ion. Symptoms started 2 days prior to DIV. OF ORTHO PHARMACEUTICAL CORPORATION
admission with malaise, generalized weakness, cramping, ROUTE 202, P.O. BOX 1 3. Report source
periumbilical pain followed by nausea and vomiting. During RARITAN NJ 08869-0§ S (check all that apply)
tospitalization from 27-Jun-95 to 14-Jul-35, alcoholic ([ foreign
i i i {Informing unit)
alcoholic castritis with hemorrhage. acute repal failuze. [ swdy
Mmmﬂ.mmmumg_m,_m_ MAR 10 1999 (2 titeratore
Wmmwwmm .
gastric device, paralvtic ileus aod culbonarv collapse were ppEeE X consumer
diagnosed. Medications prior to admission included for d }EDQ, SF CRTNED YT o ?
treatment of back pain: TYLENOL with codeine #3 3 4. Date received by manuf! m“r“"“‘p QW?ICWS%—_ L ggoéhmona!
{matdayiyr) (ANDA# gg_n5g .
{cont. } 02/23/99 (= user facility
6. Relevant tests/laboratory data, including dates : IND # E comgln; ;
None provided §. ITIND, protocol # PLA ¥ fepresenindve
Follow-up information received 22-Peb-99: pre-1938 [ yes C distibutor
hemoglobin 27-Jun 16.4/13.6, 29-Jun 11.9, 11-Jul 8.6 7. Type of report [:' other:
creatinine 27-Jun 4.3, 01-Jul S.1, 12-Jul 1.8 (check ail that apply) orc ] yes
LDH 27-Jun 5681, 28-Jun 7865, 29-Jun 4883, 02-Jul ~, 12 ™l (] s-day 15-day product
268 A 8. Adverse event term(s)
AST 27-Jun 6325, 28-Jun 7052, 29-Jun 5176, 02-Jul 220, 12-Jul ] to-day ] periodic 1}RENAL FAILURE ACUTE
23 2)HEPATITIS
ALT 27-Jun 688, 28-Jun 964, 29-Jun 609, 02-Jul 179, 12-Jul 36 3 niia X follow-up#1 _ | 3)THROMBOCYTOPENIA
(Cont .} 4) COAGULATION DISORDER
7. Other relevant bistory, including preexisting medical conditions (e.g.. allergies. 9. MIr. report number S)HEPATOCELLULAR DAMAGE
racc, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) 6)DRUG DEPENDENCE
970709-~107012240 7) SEPSIS

L'Jnspecified alcohol intake

Follow-up information received 22-Peb-99. hypertension, I. Name, address & phone #
atherosclerotic coronary disease, chronic obstructive CONSUMER, ESQ
pulmonary disease, chronic back pain due to a traumatic —
lumbar vertebra fracture (1993) and chronic alcohol abuse
13-4 gix-packs every Friday and 1-5 beers on any given night
. ¢ the week). The patient did note, *the abdomina] girth has
l been increasing over the last saveral weeks®.

‘) Submission of a report does not constitute an 2 E}“‘”‘ professional? |3, Qocupat 4 Initial reporter aleo
dmissiow that medical per 1, vser facilit es no
e o y D yes D no unk

distributor, manufacturer or product caused or
Form 3500A Facsimile contributed to the event.
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|, Patient identifier] 2. Age at time 3. Sex 4. Weight
orol event: D femnale — s
‘ or
Dute D male
In confidence of birth: kgs

1. Name (give labeled strength & mftflabeler, if known)
#3 ACETYLSALICYLIC ACID ,

#4

|
|
|

2. Dase, frequency & route used 3. Therapy dates (if unknown, give durati~n)

DSS
MAR 1 0 1999

! AT tanal AN YL L
PID‘I"ERSEE‘-IQI. -‘-EPQ&.:!;."IJ. G:'&:EM

N Unknown, PRN,ORAL frem/n tor st eutinsate)
L. (] Adverse evemt and/or "] Product problem (cg. defecis/malfunctions) 3 13 Unknown
z(dlecklllthuappl‘;)‘u. [ disabitiry " "
D death Dcongeniul anomaly 4. Diagnosis for use (indication) 5. Event sbated after use
. | dyryrt [ required intesvention o prevent #1 back pain stopped or dose reduced
D life-threawening permanent impairment/damage "3 Dyes XJ no Dggﬁ;'l
77 nospitahization - initial or prolonged [ other: " —
S E— - (1] Byes —J no Gdoe n't
T T D 6. Lot # if known) 7. Exp. date (if known) apply
“event \ this report #3 ONK 43 uNx 8. Event reappeared after
aiday/yr) . (makdey/yrt e " reintroduction )
5. Describe event or proble ves “Tno . [} doesn't
9. NDC#- for product problems only (if known) 1 D —_ m 'EoefE y
NA #4 [ Jyes Tno O ;‘gﬁ; 1

10. Coneom_lhal medical products and therapy dates (exclude treatment of event)

6. Relevant testviaboratory data, including dates

1. Contact office - name/address (& mfring site for devices) 2. Phone number
R. W. JOHNSON PHARM, RESEARCH INSTITUTE (908} '704~4600
DIV. OF ORTHO PHARMACEUTICAL CORPORATION 3 Report
ROUTE 202, P.0. BOX 300 . . dource
RARITAN NJ 08869-0602 (check all that apply)
C foreign
{Informing unit) E study
[T titeraruce
([ consuner
C healtn
4. Date received by manafacturer (SA)NDA R professiona)
imatdaylyr) C ps
user facility
IND#¥
company
6. If IND, protocol # PLA® - repeieniaive
istrib
pre-1938 D yes E distributor
7. Type of report [: other:
(check ail that apply) orc ' (7 ves
D 5-day [J 15day

8. Adverse event term(s)
[: 10-day D penodic

U tmivat 07 tollow-up#

1. Other relevant bistory, including preexisting medical conditions (e.g., allergies,
Tace. pregnancy. smoking and alcohol use. hepatic/renal dysfunction, ec.)

]RFﬁF‘.:"*«’ED
g MAR 0 4 j999
|

BY:

9. MIr. report number

I Nim. address & phone #

i

Submission of » report does not constitute an

dmission that medical per 1, user facility,
distributor, manufacturer or product caused or
coatribated to the event.

. Form 3500A Facsimile

2. Health professional? |3, Oc X 4. Lmnl‘m ;&o?e{__ﬁlﬁo
re o
D yes D o D yes D no D unk
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B.5 Describe event or problem (Cont...)

tablets/day, Lortab (acetaminophen with hydrocodone bitartrate) 2 tablets/day, acetylsalicylic acid intermittently; for
treatment of hypertension: Calan (verapamil hydrochloride), Hytrin (terazosin hydrochloride). The treating physicians
considered septicemia as spontaneous bacterial peritoritis as well as diverticulitis with resultant diarrhea; hepatitis as
alcohol hepatitis plus effect of acetaminophen; acute renal fajlure due to acetaminophen or acute glomerulonephritis or
from vomiting and diarrhea; thrombocytopenia and coagulopathy secondary to liver disease; GI bleeding due to alcoholic
gastritis, thrombocytopenia, systemic inflammatory response syndrome. Patient was discharged from hospital on 14-Jul-95,
still on medications (not specified), activity allowed as tolerated,

B.6 Relevant tests/laboratory data, including dates (Cont...)
bilirubin 27-Jun 1.2, 294Jun 2.5, 02-Jul 3.7

protein 12-Jul 7.0 . :

triglyceride 27-Jun 1154, 28-Jun 6§99, 12-Jul 148

PTT 27-Jun 85.2, 29-Jun 45.6, 03-Jul 22.1

WBC 27-Jun 20,000, 28-Jun 10,600

platelets 27-Jun 29,000, 02-Jul 77,000, 10-Jul 157,000

hepatitis screen A/B/C negative

27-Jun acetaminophen level < 5 mcg/mL

G. All manufacturers (Cont...)

G.8 Adverse avent term(s) D S s

8)GI HAEMORRHAGE

9) ANAEMIA : MAR 1g ’999

10)ELECTROLYTR ABNORMALITY A
11)HYPOKALAEMIA LWty

12)ASCITES ‘ '%@ o
13)ADE, NOS Wig

14)ILEUS PARALYTIC
15) PULMONARY COLLAPSE
16} HYPOTENSION

1 CEIVED
MAR G ¢ 1999




